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Dear Sir/Madam: 

On behalf of the Biotechnology Industry Organization (BIO), I am writing to support the 
Food and Drug Administration’s (FDA) efforts in adopting the Independent Consultants 
guidance for biotechnology clinical protocols. BIO represents more than 1,000 
biotechnology companies, academic institutions, state biotechnology centers and related 
organizations in all 50 U.S. states and 33 other nations. 

Enacted under the reauthorization of the Prescription Drug User Fee Act (PDUFAIII), 
this program allows both the FDA and sponsors to obtain expert advice on medical and 
scientific issues related to sophisticated biotechnology products. Due to the innovative 
and complicated nature of many such products, designing appropriate clinical trials 
necessary for product approval is often a complex matter. BIO believes that allowing 
biotechnology product sponsors to request that the FDA appoint an expert consultant in 
the matter will, in appropriate circumstances, greatly facilitate agreement on clinical trial 
design. 

BIO expresses appreciation to the agency for its efforts in adopting this guidance. It is 
our belief that the Independent Consultants program will be of significant benefit to the 
agency, the biotechnology industry and, ultimately the 
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